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after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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DETAILED ACTION 
Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-12 are rejected under 35 U.S.C. 103(a) as being unpatentable over Chen (US 
Pat. 5,260,069) in view of Chu et al. (US Pat. 6,419,954) and Bishai et al.. 

Chen discloses a process of for preparation of pulsatile particles which can contain 
combinations of therapeutic agents in which the granule containing the active agents and 
swelling agent are prepared by the well known and economic roller compaction method with 
sieving to select granules of particular mesh size (Column 1, lines 56-68, Column 2, lines 60-65). 
It is disclosed that the particles can be contained in capsules or compressed into tablets with a 
binding agent which can dissolve promptly in any aqueous medium or be in the form of an 
enteric tablet to resist dissolution until after passing through the stomach (Column 5, lines 16- 
31). 

Chu et al. disclose embodiements in which a tablet can further include untreated active 
agents (e.g. without coating material or in powders) in addition to the active agent-containing 
particles and that the active agent particles can contain vitamins or drugs, such as in which the 
active agent can be vitamins or drugs, such as, doxylamine succinate (Column 9, lines 59-68, 
Column 10, lines 15, 16). It discloses that any suitable method for granulation can be used 
including roll compaction (Column 12, lines 25-44). 
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Bishai et al. disclose that the combination of 10mg doxylamine succinate and 10 mg 
pyridoxine HC1 is safe and effective in treating nausea and vomiting associated with pregnancy 
(NVP)(Pages 167, 170,173-177). 

The prior art discloses preparation of granules containing active ingredients and 
excipients by the well known method of roller compaction and sieving to obtain appropriate 
mesh size granules which are used for form pulsatile particles which are compressed into enteric 
coated tablets or enclosed in capsules. The difference between the prior art and the claimed 
invention is that the prior art does not expressly disclose the use of more than one active 
ingredient, such as the combination of doxylamine succinate and pyridoxine HC1. However, the 
prior art amply suggests the same as the prior art discloses that the granules can include 
combinations of therapeutic agents, such as vitamins and doxylamine succinate and the prior art 
discloses the combination of doxylamine succinate and pyridoxine HC1. As such, it would have 
been well within the skill of and one of ordinary skill in the art would have been motivated to 
modify the prior art as above with the expectation that the combination of doxylamine succinate 
and pyridoxine in granules prepared by roller compaction and sieving to obtain appropriate mesh 
size would be safe and effective in treating NVP. 

Therefore, the claimed invention, as a whole, would have been prima facie obvious to 
one of ordinary skill in the art at the time the invention was made, because every element of the 
invention has been collectively taught by the combined teachings of the references. 

Conclusion 

A facsimile center has been established in Technology Center 1600. The hours of 
operation are Monday through Friday, 8:45 AM to 4:45 PM. The telecopier number for 
accessing the facsimile machine is 571-273-8300. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Frank Choi whose telephone number is (571)272-0610. Examiner 
maintains a flexible schedule. However, Examiner may generally be reached Monday-Friday, 
8:00 am - 5:30 pm (EST), except the first Friday of the each biweek which is Examiner's 
normally scheduled day off. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
Supervisor, Mr. Johann Richter, can be reached at (571)272-0646. Additionally, Technology Center 
1600's Receptionist and Customer Service can be reached at (571) 272-1600. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Frank Choi 
Patent Examiner 
Technology Center 1600 
June 25, 2006 




Johafy i Richter, Ph. D. Esq. 
Supervisory Patent Examiner 
Technology Center 1600 



